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DETAILED ACTION 

Claims 1-14 are currently pending, as amended 6/27/05. 

Election/Restrictions 
Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to 

elect a single invention to which the claims must be restricted. 

Group I, claims 1-5 and 7-9, drawn to a method for preparing human stem cells from 
adipose or muscle tissue. 

Group II, claims 6 and 10-12, drawn to human muscle and adipose tissue stem cells 
that can differentiate into nerve cells, vascular cells, and bone cells. 

Group III, claim(s) 13 and 14, drawn to the use of the stem cells of Group II for 
regenerating various tissues and treating various conditions. 

The inventions listed as Groups l-lll do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: They are not unified 
by a technical feature that makes a contribution over the prior art. 

The expression "special technical feature" refers to those features that define a 
contribution which each of the claimed inventions, considered as a whole, makes over 
the prior art. Thus, a feature found in the prior art cannot be considered to be a special 
technical feature. 

In this case, the cells of Group II are known in the art. Pittenger et al. (1999, Science 
284: 143-147; reference U) describe a population of human mesenchymal stem cells 
(MSCs) that can differentiate into bone cells (see Figure 2). Dennis et al. (2002, Stem 
Cells 20: 205-214; reference V) teach that the MSCs of Pittenger can give rise to 
endothelial (i.e., vascular) cells (page 211, column 2, paragraph 2). Woodbury et al. 
(2000, Journal of Neuroscience Research 61 : 364-370; reference W) teach that the 
MSCs of Pittenger can give rise to neurons (Figure 3). 
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Claims 6 and 10-12 are product-by-process claims. M.P.E.P. § 2113 reads, "Product- 
by-process claims are not limited to the manipulations of the recited steps, only the 
structure implied by the steps." The structure implied by the process steps should be 
considered when assessing the patentability of product-by-process claims over the prior 
art, especially where the product can only be defined by the process steps by which the 
product is made, or where the manufacturing process steps would be expected to 
impart distinctive structural characteristics to the final product. See, e.g., In re Garnero, 
412 F.2d 276, 279, 162 USPQ 221, 223 (CCPA 1979). In other words, the limitations 
"obtained by a process according to claim 3" in claim 6 and "obtainable by a process 
according to claim 7" in claim 10 are not a consideration in determining the contribution 
of Group II over the prior art. The cells of Pittenger have the same properties as the 
cells in claims 6 and 10-12 and are, therefore, the same cells, absent evidence to the 
contrary. 

Applicant should note that Group III contains "use" claims, which have been interpreted 
for the purposes of this restriction as methods of use. However, if Group III is elected, 
applicant is urged to re-draft these claims such that they are consistent with U.S. 
practice. A "use" is not one of the statutory classes of invention under 35 U.S.C. § 101. 

This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1. 

The species are as follows: 

Source of cells: (a) human adipose tissue and (b) human muscle tissue, as in claim 1; 
elect ONE if Group I is elected. 

Downstream applications: (c) regeneration of bone tissue, (d) regeneration of cartilage 
tissue, (e) regeneration of endothelial tissue, (f) regeneration of smooth muscle tissue, 
(g) regeneration of striated muscle tissue, (h) regeneration of nerve tissue, (i) treatment 
of myocardial infarct, (j) co-stransplantation with other cells or tissues, (k) production of 
growth factors, (I) production of trophic factors, (m) production of hormones, (n) tissue 
bioengineering, (o) regeneration of peripheral nerves, (p) treatment of multiple sclerosis, 
(q) treatment of ischemic tissue, (r) repair of vascular damage, (s) treatment of 
Alzheimer's disease, and (t) treatment of Parkinson's disease, as in claims 11-14; elect 
ONE if either Group II or Group III is elected. 

Applicant is required, in reply to this action, to elect a single species to which the 

claims shall be restricted if no generic claim is finally held to be allowable. The reply 



Application/Control Number: 10/510,622 
Art Unit: 1651 



Page 4 



must also identify the claims readable on the elected species, including any claims 
subsequently added. An argument that a claim is allowable or that all claims are 
generic is considered non-responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 
The following claim(s) are generic: Claims 2-10 are generic. 

The species listed above do not relate to a single general inventive concept under PCT 
Rule 13.1 because, under PCT Rule 13.2, the species lack the same or corresponding 
special technical features for the following reasons: Pursuant to PCT Rule 13.2 and 
PCT Administrative Instructions, Annex B, Part 1(f)(l)(B)(2), the species are not art- 
recognized equivalents. When alternatives of chemical compounds are claimed, they 
shall be regarded as being of a similar nature where all alternatives have a common 
property or activity, and either a significant structural element is shared by all of the 
alternatives, or all of the alternatives belong to a recognized class of chemical 
compounds in the art to which the invention pertains. The words "significant structural 
element is shared by all of the alternatives" refer to cases where the compounds share 
a common chemical structure which occupies a large portion of their structures, or in 
case the compounds have in common only a small portion of their structures, the 
commonly shared structure constitutes a structurally distinctive portion in view of 
existing prior art, and the common structure is essential to the common property or 
activity. The structural element may be a single component or a combination of 
individual components linked together. The words "recognized class of chemical 
compounds" mean that there is an expectation from the knowledge in the art that 
members of the class will behave in the same way in the context of the claimed 
invention. In other words, each member could be substituted one for the other, with the 
expectation that the same intended result would be achieved. 

In this case, the tissues in (a) and (b) comprise different cell types that have distinct 
properties. Muscle and adipose are not art-accepted equivalents for each other. The 
applications in (c)-(t) are diverse and involve distinct process steps and starting 
materials that are not art-accepted equivalents for each other. 
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Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lora E. Barnhart whose telephone number is 571-272- 
1928. The examiner can normally be reached on Monday-Thursday, 9:00am - 5:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




